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3 Participants: Eligibility criteria for participants and

METHODS
the settings/ locations where the data were collected.
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/ and when they

d, when applicable, any
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ze was determined and,
%any Interim analyses

Method used to generate
) sequence, including details of

.0., blocking, stratification).

9 Allocation Iment:Method used to implement
the random allocation sequence (e.g., numbered
containers or central telephone), clarifying whether
the sequence was concealed until interventions were

assigned.
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nerated the allocation

groups.
hether or not participants,
Interventions, and those

i gnts, and who

evaluated.

12 Statistical meﬁods: Statistical methods used to
compare groups for primary outcome(s); Methods for
additional analyses, such as subgroup analyses and

adjusted analyses.
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Follow up

Analysis

Assessed for

eligibility (n = ...

Excluded {n = ...

Mot meeting
inclusion criteria

n=..1

F efuzed to paricipate
n= ..1

Other reasons (no= ...

J

Randomised {n= ...

y |

Allocated to interr ention
tn=_.2

R eceived allocated
intervention (n= ..7)

Did not receive allocated
intervention
[give reasaons)in = ..J

Lost to follow up (n = ...
(give reasons)

Discontinued intervention
n=_..3Y{dive reasons)

Anaksedin = ..}

E xcluded from analysis
[give reason=slin = ... ]
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ing the periods of

each group included in each
er the analysis was by intention-
to-treat". State the results in absolute numbers when

feasible (e.g., 10/20, not 50%).
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: For each primary and
of results for each

analyses and adjusted analyses, indicating
those pre-specified and those exploratory.

19 Adverse events: All important adverse events or
side effects in each intervention group.
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22 Overall evidence: General interpretation of the
results in the context of current evidence.
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preference should be reported. (N/A okay)

26 Training of treatment provider(s) should be
reported. (N/A okay)
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effects on quality of

studled by comparing to major characteristics of local
area sites. (N/A okay)
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entation: Report on the extent to which each
component of tljntervention Is delivered as
Intended In the protocol. If different treatment
providers delivered components ensure that this is
clear in the report.(N/A okay)
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deliver the

Included at least a 6-month follow-up. (N/A okay)
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